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Status 

1 )I3 Responsive to communication(s) filed on 17 August 2004 
2a)D This action is FINAL. 2bM This action is non-final. 

3)D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 

Disposition of Claims 


4) M Claim(s) 14-58.63-67 and j s /are pending in the application. 
4a) Of the above claim(s) 14-58 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) Cx] Claim(s) 63-67 and 69-76 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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11) U The oath or declaration is objected to by the Examiner. Note the attached Office Action orform PTO-152. 
Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f) 
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DETAILED ACTION 

WITHDRAWN REJECTIONS 

1. The 35 U.S.C. 103 rejections of claims 63-67 and 70-76 over 
Saitou et al in view of Smith et al of record in the Office 
Action mailed June 18, 2004, Pages 4-6 Paragraph 5, have been 
withdrawn due to Applicant's amendments in the Paper filed 
August 17, 2004. 

2. The 35 U.S.C. 103 rejections of claims 68-69 over Saitou et 
al in view of Smith et al as applied to claim 63, and further in 
view of Garabedian et al of record in the Office Action mailed 
June 18, 2004, Pages 6-7 Paragraph 6, have been withdrawn due to 
Applicant's amendment and statement in the remarks stating that 
Garabedian is owned by or subject to an obligation of assignment 
to the same entity in the Paper filed August 17, 2 004. 

NEW REJECTIONS 
Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which 
forms the basis for all obviousness rejections set forth in this 
Office action: 
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(a) A patent may not be obtained though the invention is not identically 
disclosed or described as set forth in section 102 of this title, if the 
differences between the subject matter sought to be patented and the prior 
art are such that the subject matter as a whole would have been obvious at 
the time the invention was made to a person having ordinary skill in the 
art to which said subject matter pertains. Patentability shall not be 
negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere 
Co., 383 U.S. 1, 148 USPQ 459 (1966), that are applied for 
establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1. Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and 
the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent 
art . 

4. Considering objective evidence present in the 
application indicating obviousness or nonobviousness . 

3. Claims 63-67 and 69-76 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Saitou et al (USPN 6,451,005) in view 
of Smith et al (USPN 6,531,559) and further in view of 
Garabedian et al (USPN 6,171,295). 

Saitou et al teach a medical tube comprising a tube that is 
a catheter, catheter shaft, or catheter balloon (see abstract), 
comprising a first layer and second layer, wherein the second 
layer is extruded polytetraf luoroethylene (col. 9, 1.56-62). The 
first layer comprises a fluorocarbon resin including either 
polytetraf luoroethylene or a perf luoroalcoxy resin (or 
perf luoroalkyl resin) , which includes perf luoroalcoxy vinyl 
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ether with polytetraf luoroethylene, known as PFA, which is a 
perf luoroalcoxy resin (col. 13, 1.48-58). The first and second 
layers are extruded, therefore the layers are melt-processible 
(col. 14, 1.32-37 and col. 15, 1.18-21). The first and second 
layers are either polytetraf luoroethylene or one of the other 
thermoplastic resins such as perf luoroalcoxy resin or polyamide. 
The outer layer flows into the gap between the adjacent windings 
of the coil and adhere to the periphery of the inner layer. In 
this way the inner and outer layer contact each other (col. 15, 
1.7-11). Therefore because the inner or outer layer is the 
first or second layer reversibly, then the 

polytetraf luoroethylene contacts the inner side of the first 
layer in one embodiment and the outer side of the first layer in 
another embodiment . 

Saitou et al fail to explicitly teach the melt flow index 
value of the extruded or melt-processible 

poly (tetraf luoroethylene) . However, Smith et al teaches that 
PTFE that is not melt-processible cannot be molded by regular 
extrusion as the PTFE of Saitou et al is extruded, and that 
methods other than common melt-processing such as extrusion are 
less economical and limit the types and characteristics of 
objects and products manufactured with PTFE (col.l, 1.60-67) . 
Smith et al further teaches that any polymer including PTFE that 
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is tnelt-processible exhibit a melt flow index value greater than 
zero and less than 2.5 g/lOmin (col. 5, 1.40-42). Smith et al 
also teaches that the elongation of break of is at least 10%, 
the melt temperature is at least 320 °C and the crystallinity is 
between 1 and 60% (col. 3, 1.20-36 and 63-65), in order for the 
melt-processible PTFE to be melt-processible but still maintain 
good mechanical properties inherent to common PTFE (col. 3, 1.15- 
20) . One of ordinary skill in the art at the time the 
applicant's invention was made would have recognized that melt- 
processible PTFE preferably has a melt flow index value greater 
than 0 and less than 2.5 g/lOmin, an elongation of break of at 
least 10%, a melt temperature of at least 320 "C and 
crystallinity between 1 and 60%, as taught by Smith et al . 

Therefore, it would have been obvious to one having 
ordinary skill in the art at the time the applicant's invention 
was made to select the melt-processible PTFE composition of 
Saitou et al to fit the properties of the melt-processible PTFE 
composition of Smith et al, in order to balance the need for a 
melt flow index greater than zero for melt -processing without 
sacrificing the good mechanical properties of PTFE, as taught by 
Smith et al . 

Saitou et al and Smith et al fail to explicitly teach a 
third layer. However, Garabedian et al teach that 
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polytetrafluoroethylene is required on both the innermost and 
outermost layer of a medical tube, because of its 
biocompatibility and lubricious behavior (col. 4, 1.4-14 and 
col. 7, 1.25-26). Saitou et al and Smith et al teach that the 
inner layer is preferably polytetrafluoroethylene, but teaches 
that the other layer is any flexible polymer. One of ordinary 
skill in the art would have recognized that a third layer is 
added to a medical tube to ensure that a polytetrafluoroethylene 
layer is present on both the innermost and outermost layers, 
because of its biocompatibility and lubricious behavior. 

Therefore, it would have been obvious to one having 
ordinary skill in the art at the time the applicant's invention 
was made to extrude a third layer composed of 

polytetrafluoroethylene having the properties of Smith et al to 
the outside of the outer layer of Saitou et al for the same 
reasons as the inner surface in order to improve the 
biocompatibility and lubricious behavior of the outside of the 
medical tube, which is important when using the medical tube as 

a catheter inserted into a human body, as taught by Garabedian 
et al. 


Conclusion 
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1489. 


4. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to 
Christopher p Bruenjes whose telephone number is 571-272- 
The examiner can normally be reached on Monday thru Friday from 
8 : 00am- 4 : 3 0pm. 

If attempts to reach the examiner by telephone are 
unsuccessful, the examiner's supervisor, Harold Pyon can be 
reached on 571-272-1498.- The fax phone number for the 
organization where this application or proceeding is assigned is 
703-872-9306. 

information regarding the status of an application may be 
obtained from the Patent Application Information Retrieval 
(PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, 
see http://pair-direct.uspto.gov. Should you have questions on 
access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free) . 
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